
MOLECULAR 

Ortho Molecular Products Inc 

30 17 Business Park Drive 
l?O Box 1060 

Stwens Point, WI 54481 
7 15342.9881 Phone 

800.332.235 1 
7 15342.9860 Fax 

orthomolecularproducts.com 

Office of Special Nutritional (HI%-450) 
Center for Food Safety and Applied Nutrition 
U.S. Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740-3835 a * 

Dear Sir/Madam,: 

May 17,2005 

This letter will serve as notification, pursuant to section 403 (r)(6) of the Federal Food, Drug, and 
Cosmetic Act and 2 1 CFR 101.93, that Ortho Molecular Products, Inc. is using the following claim on its 
label (see attached labels on page 2). 

Name of Manufacturer: Ortho Molecular Products, Inc. 
30 17 Business Park Drive 
P.O. Box 1060 
Stevens Poin$ WI 54481 

Statement Text: Gastrointestinal Support 

Dietary Ingredients: Cape Aloe, Natural vegetable capsules, Ascorbyi Palmitate, Magnesium Stearate, 
Microcrystalline ,Cellulose, SiIicon Dioxide. 

Dietary Supplement Name: Supti Aloe 450 

As required, enclosed are two photocopies of this notification. 

1 certify that the information presented and contained in this notice is complete and accurate, and that 
Ortho MolecularProducts, Inc. has substantiation that the statement is truthful and not misleading. 

Sincerely, 

Melissa Slager 
Document Control / Training Manager 
Ortho Molecular Products 

Or&o Moleculstr Products Super Aloe 450 
5/17/2005 
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Ortho Molecular Products Inc. 

3017 Business Park Drive 
P.0. Box 1060 

Stevens Point, WI 5448 1 
715.342.98&l Phone 

800.332.2351 
715.342.9864 Fax 

orthomolecuiarproducts.com 

Attachment of Super Aloe 450 Labels 

Sugges$d Use: As a d@xy supplemenL 1 capsule at bedtime (a!low 24 
hours before redming) or as recommended by your health care professional. 
Formulated to be free of allergens de&d from: Gluten, corn. egg: dairy, 
peanm, soy, yeast, arhficial ctiors and flavors. 
Nonw For occaslofral use only, This product contains Cape AW [Aloe 1 
Ferox). Do not use this if you develop diarrnea or abdominal pain, Consult 
your health professional if you have frequent diarrhea. (00 NOT us F 

JPREGNANT.) Nursrng mothers should contact their health professimals. ~1 

As with all dietary supplements, some Individuals may not to&ate or may b 
akrglc to the ingredients usad please read the. mgredwt panel carafuliy 
prior to imgeslion, Cease taking this pmduti and consuil your phys!c&n if you 
have negabve reactfons upon ingestion. KEEP C~NIAINER TIGHI’LY CLOSED. 30s~ 
AT ROOM EtAQwuE, KEEP w, OF rlem OF m,IoaEN. lhs prodxi v@s sealed 
fw your poteddon. 00 ndllse ifwter kg& n&seal 01 W-s& aremissIng ix 
damaged. 

oiher nlgred1enls: NW vegetablecqxsules mi9 aoduct may 
COr?tal~ ODB MiTI~Cf ffiB fOflor&g A%orbyl Paimitate, 
Magna&n S&rate, @xwyalafsne Celluk~ss and Silkon 
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